[Effect of film formers and plasticizers on the stability of resistance and disintegration behavior. 4. Pharmaceutical-technological and analytical studies of gastric juice-resistant commercial preparations].
Chemical an physical properties of film coating materials determine stability of enteric coated pharmaceutical dosage forms. About 80% of commercial enteric coated drugs with coatings of celluloseacetate phthalate or polymethacrylic acid ester did not change acid resistance or disintegration time after 2 years, storage at 20 degrees C or 40 degrees C. Disintegration time of 4 drugs which are enteric coated with hydroxypropylmethylcellulose phthalate, decreased more often. Some of these did not fulfill acid resistance requirements of the Ph. Eur., tests which show influence of softeners to stability of enteric coatings have to be extended.